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Mail Stop Appeal Brief - Patents 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, VA 22313-1450 
Dear Sir, 

In response to the Examiner's Answer mailed on July 25, 2006 to Appellant's Brief filed 
on April 7, 2006, Appellant submits this Reply Brief, in accordance with Part 41 of Title 37 
C.F.R., §41.41. 

The following numbers relate to the numbering of the sections in the Examiner's Answer. 
1 to 8. No response to the Examiner's Answer is necessary. 



9. Grounds of Rejection 

The Examiner has rejected the pending claims on the ground of obviousness over 
the combined disclosures of Junkel, U.S. Patent No. 5,620,633; Hahn, U.S. Patent No. 5,893,515; 
Hutson, U.S. Patent No. 5,588,564; and Embleton, WO 97/23177. 

As stated by the Examiner in the Examiner's Answer, Junkel discloses a portable 
misting device that provides a cooling current of air with atomized liquid mist, such as water. 
Junkel discloses that the mist is directed toward the body of a sunbather or of one engaged in 
athletic pursuits, so as to cool the body of that individual. The Examiner has admitted that Junkel 
does not disclose the use of the mist for the face and that there is no disclosure in Junkel of 
applying a mist to the eyes. 

Rather, the Examiner states, without support, that it is obvious to anyone who 
experiences a dry condition, i.e. dry eye, to apply a water mist and moisturize the eye to relieve 
the dryness. To support this contention, the Examiner further cites Hahn and Hutson, each of 
which discloses a device for producing a mist for application to the eyes. 

However, neither Hahn nor Hutson disclose the use of "water" for moisturizing 
the eye. Rather, Hahn refers to a liquid medium, comfort liquids, or eye drop liquids, and Hutson 
refers to a fluid, an eye wash solution, or an eye solution mist. Appellant has previously 
submitted a Declaration of Dr. Rachael Garrett on January 9, 2002 (see Appeal Brief, Evidence 
Appendix IX, No. 1), who provides testimony that fluids such as artificial tears, dry eye therapies, 
and comfort drops contain ingredients other than water that are essential for their beneficial 
effects. Thus, it clear that the liquids disclosed in Hahn and Hutson are other than "water." 
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Further, Appellant has previously submitted a Declaration of Dr. Philip Paden (see 
Appeal Brief, Evidence Appendix IX, No. 2) that provides testimony that it has been a long- 
accepted doctrine in the field of ophthalmology that administration of water to the eye is not a 
suitable therapy because of the reduction of osmolarity on the surface of the eye with resultant 
deleterious effects. Thus, contrary to the Examiner's contention, Appellant respectfully submits 
that it is not obvious to apply water to the eye in order to moisturize the eyes or to relieve the 
discomfort of dry eyes. As testified by Dr. Paden, the present invention overcomes this problem 
by administering the water in the form of tiny droplets which do not wash away the tear film but 
rather become incorporated into it. In this way, and in contrast to what those in the art would 
understand to be the effect of water administration to the eye, with the method of the invention 
there is no decrease below normal osmolarity and no resultant deleterious effects. 

The Examiner stated that the mist generated by the device of Junkel is not likely to 
wash away the tear film or the proteins and electrolytes in the tear film because the water is 
applied as a mist. Appellant submits that the Examiner's statement is without merit because the 
tendency of an administered fluid to wash away the tear film or the proteins and electrolytes in the 
tear film is not predicated solely on what form, such as a mist, that the fluid is administered. 
Rather, it is primarily related to the amount of fluid that is applied to the eye. 

As disclosed in the specification on page 2, lines 26 to 33, a typical eye drop 
contains about 20 to 25 microliters of fluid, and this amount of fluid is sufficient to flood the eye, 
which washes away the tear film and replaces the tear film with the fluid that comprises the eye 
drop. There is no disclosure or suggestion in Junkel to administer an amount of fluid to the eye 
less than that which will flood the eye and wash away the tear film. 
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The secondary reference Hahn discloses administering an amount of fluid that is 
sufficient "to saturate the eye without overflowing - about one drop." As disclosed in the present 
specification, this one drop of Hahn that saturates the eye (even if there is no overflowing) is 
sufficient to flood the eye and to wash away the tear film and replace it with the fluid that is 
administered by Hahn. The secondary reference Hutson is silent as to the volume of liquid that is 
dispensed to the eye. 

Thus, Appellant submits that the combination of Junkel, Hahn, and Hutson does 
not suggest the amount of liquid to be administered to the eye, as called for in the present claims, 
which amount provides advantageous not obtained with previous methods for moisturizing the 
eye. 

The Examiner, however, further cited Embleton for its disclosure that liquid 
administered to the eye should be less than 30 microliters as over-administration of liquid to the 
eye provides no benefit. Pending claims 98 to 100 call for particular amounts of fluid less than 30 
microliters. Appellant submits, however, that Embleton is not pertinent to the present invention. 

Embleton is concerned with a problem that is different than that which is solved by 
the present invention. Embleton deals with the problem of administering treatment liquids to the 
eye, such as those containing drugs. If such a liquid is administered to the eye in an amount that 
will flood the eye, several bad things result. The first bad result is that providing a medicament in 
an amount of liquid that is greater than that which can be retained by the eye results in wastage of 
the medicament due to runoff from the eye. The second bad result is a lack of precision in dosage 
because one does not know how much of the over-administered medicament was actually retained 
in the eye and how much of the medicament was lost due to runoff from the eye. The third and 

4 



most serious deleterious defect of administering a treatment liquid to the eye in too large of a 
volume is that it results in drainage of the medicament down the tear duct and into the nasal 
passages from where it can be inhaled into the systemic circulation of a patient, with potentially 
disastrous effects depending on the nature of the medicament. As a solution to this problem, and 
not to the problem of moisturizing the eye, Embleton discloses an apparatus that targets a 
treatment liquid in the form of a jet or a stream to the surface of the eye and which delivers a 
small volume of a treatment fluid so as not to flood the eye and cause runoff. 

Appellant further submits that it is improper to cite Embleton against the present 
invention because Embleton teaches away from the present invention. Embleton discloses that the 
treatment liquid is directed to the eye in the form of a jet or stream. Such a jet or stream is 
necessary to the invention of Embleton because Embleton is concerned with targeting a treatment 
liquid, such as a drug, to the eye. The mist of the present invention would not be suitable for the 
invention of Embleton because providing a treatment liquid, such as a drug, in the form of a mist 
would result in a great portion of the drug missing the eyes and landing elsewhere on the face or 
being lost in the air. 

For these reasons, and for the reasons submitted in Appellant's Brief, Appellant 
submits that the Examiner has failed to establish prima facie obviousness of the claims in view of 
the cited prior art. 

10. Response to Argument 

The Examiner implied in the Answer that Appellant has argued against the 
references individually, rather than on the combination of the references. Appellant submits that 
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the arguments of Appellant are directed to the combined disclosures of the references and it is 
clear that the combined disclosure is insufficient to establish prima facie obviousness of the claims. 

The Examiner stated that there is motivation to combine the cited references as 
well as the knowledge generally available in the art. The Examiner stated that moisturizing a body 
part for relieving dryness is within knowledge generally available. However, this statement does 
not provide a motivation to combine the references cited by the Examiner, which references deal 
with very different matters. 

Junkel is concerned with applying a mist to the body (trunk and appendages). 
There is no disclosure or suggestion in Junkel concerning the eyes. Hahn and Hutson are 
concerned with applying a mist to the eyes. Embleton is concerned with applying a jet or stream 
in order to target a medication to the eye. 

Appellant submits that there is no suggestion in the references, or elsewhere, to 
combine these cited references. Appellant submits that the present situation has several 
similarities to the case in In re Rouffet, 149 F.3d 1350, 1357, 47 U.S.P.Q.2d 1453, 1457-58 
(Fed. Cir. 1998). In that case, the Federal Circuit reversed a finding of obviousness based on the 
fact that the Board had failed to establish a teaching, suggestion, or motivation to combine the 
references that had been cited against the patent application at issue. 

In In re Rouffet, the court admitted that the combination of references cited 
contained all of the elements claimed in the Rouffet application. However, because the Board did 
not explain the specific understanding or principle within the knowledge of one skilled in the art 
that would motivate one with no knowledge of Rouffet's invention to make the combination, it 



6 



was clear to the court that the references were selected by the Examiner with the impermissible 

assistance of hindsight. Therefore, the finding of obviousness was reversed. 

Similarly, in the present instance, the Examiner has merely stated that: 

In this case, the teaching suggestion and motivation (for combining the 
references) is found in the cited references and in knowledge generally 
available to one in the art. Particularly, moisturizing a dry body part for 
relieving dryness is within the knowledge generally available to one of 
ordinary skill in the art. (parentheses added for clarity) 

Appellant respectfully submits that the Examiner has failed to explain the specific 
understanding or principle within the knowledge of one skilled in the art that would motivate one 
with no knowledge of the presently claimed invention to make the combination of references cited 
by the Examiner. Therefore, the Examiner's selection of these references was impermissibly made 
with the assistance of hindsight. Accordingly, Appellant submits that the claims cannot properly 
be held to be unpatentable over the cited prior art references. 

In his Answer, the Examiner further stated that the secondary evidence presented 
in the application is insufficient to rebut the prima facie case of obviousness. 

First, the Examiner states that the Declarations are insufficient to overcome the 
rejection for obviousness because they testify to the recognition of a newly discovered advantage 
that would naturally flow from the suggestion of the prior art. However, it is submitted that the 
Examiner has incorrectly characterized the testimony of the Declarations. 

Dr. Philip Paden, in his Declaration filed on January 21, 2004 (see Appeal Brief, 
Evidence Appendix IX, No. 2), testified that the use of water as a moisturizing agent for the eye 
represents a significant departure from previously accepted doctrines in the field of 
ophthalmology. Dr. William Mathers, in his Declaration filed on January 30, 2004 (see Appeal 
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Brief, Evidence Appendix IX, No. 5) testified that the claimed invention provided unexpected 
advantageous properties. Dr. Darwin Liao, in his Declaration filed on January 30, 2004 (see 
Appeal Brief, Evidence Appendix IX, No. 6) testified that the claimed invention provided 
unexpected advantageous properties. Dr. William Mathers, in his Second Declaration filed on 
May 10, 2005 (see Appeal Brief, Evidence Appendix IX, No. 7) testified that the invention 
addresses and solves a long-standing unresolved problem pertaining to the treatment of patients 
with symptoms due to dry eyes. 

Appellant submits that these declarations testify to much more than merely the 
recognition of a newly discovered advantage that would naturally flow from the suggestion of the 
prior art. Rather, they testify that the present invention is a departure from previously accepted 
dogma in the art, that the invention solves a long-standing unresolved problem, and that the 
invention provides unexpected advantageous properties. Appellant submits that this testimony is 
sufficient to overcome a case of prima facie obviousness established by the Examiner. In this 
case, however, it is further submitted that the declarations are not necessary to determine that the 
present invention is patentable because the Examiner has failed to establish prima facie 
obviousness of the claims. 

The Examiner further stated that the evidence provided by Appellant (see Appeal 
Brief, Evidence Appendix IX, No. 8) to establish commercial success of the invention is not 
commensurate with the scope of the claims. The Examiner stated that the alleged evidence of 
commercial success is about a device for providing mist whereas the invention is directed to a 
method for moisturizing the eye. 
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Appellant submits, however, that the Examiner is in error in his interpretation of 
this evidence. The article discloses that troops in Iraq and Kuwait spray their eyes with a product 
called "Nature's Tears" and they use this product by holding the eye mist 12 to 18 inches from 
their eyes and misting themselves. Thus, the article speaks to a method for moisturizing the eye, 
not merely a product. 

Appellant submits that, for the above reasons and for the reasons provided in the 
Appeal Brief, the Examiner has failed to establish prima facie obviousness of the claims and that, 
if the Board finds that the Examiner has established prima facie obviousness of the claims, the 
evidence submitted by Appellant in the form of declarations and publication is sufficient to 
overcome the prima facie obviousness. It is submitted that Appellant has established that the 
claims are patentably distinct from the prior art and the Board is requested to rule accordingly. 

11. No response to the Examiner's Answer is necessary. 



9 



Conclusion 

For the above reasons and for those provided in the Appeal Brief, the Board is 
respectfully requested to reverse the Examiner's finding of obviousness of the claims. 



Respectfully submitted, 




Howard Eisenberg 
Reg. No. 36,789 
2206 Applewood Court 
Perkasie,PA 18944 
(215) 453-9237 
Attorney for Appellant 
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